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An examination of the avialiable Roundup Petition file SF-1536
and the package submitted to gPA for review of the data

validation jndicate that no previous review for 2 smyutagenic study -
jn Mice" has peen made by Toxicology Branch for the Roundup product. B

Rgx_' stration No.

524-308 . . Monsanto

Forrulation (active ingredients tested)

Conclusions ’
: | 1. The Monsanto yalidation's conclugion that IBT test No. E-567
: - wreflects the supportind data jewed> , excepting r corrections
i . is accurate, Wi one major reservation; no raw da to substant:tate
‘- - g, 1BT's claim for jnclusion of positive rols in the test was provi
T to the validator .

2. This study (IBT ro. E-567, dominant Jethal mutagenic sty
LEMENT

h:tmrawdata).

: p. This study should have jncluded @ much higher maxdmally
tolerated high dose. and jntermediate dose levels, to make
test meaningful « (The test actually employed dose levels

the
of 5 or 10 ma/kg, only) .
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Treated mAles (single 1.p. dose) mice are mated with untreated females. .
Each aroup of 12 male mice, were singly placed in @ cage with 3 untreated
_wvirgin females jrmediately after dosing. After 1 week, females removed
 amd replaced py another group of 3 females. This procedure repeated for
6 wed&S.(mamratim of male germ cells). Females sacrificed 1 week after

wemoval fram breeding cage. os. of impl tion S1 resorption sites
and enbryos were recorded (Female pregnant 1 Tutery present in
ovaries) .
. ~ Dose Jevels No Treated Male
Grop X (mo/kg) ____Mice
untreated 12
controls ’ .
+ Controls (ethylmethane 300 12
sulfonate '
NOTE: validator was not provided ravl data for + controls
s 12 .
*10 - 12

ryo test w/fenale X 100
erbyro control grap/fatale :

srone




3). IBT referred to * revious experience ad tﬁ-.?borical _data“, - L

but did torrefexememyofﬂnsnaten . L
. 4&). No evidence was pra\rlded to validator to confirm that treated
. animals received intended doses. 8
5). Statistical analyses of e,.;penma'*»al results were not
by IBT, nor were they attempted by the validator; precaneably 3
e the positive control experiment was conducted con-
currently with trgatnam experiment. :
. NOTE:
1). at jeast 3 (instead of 2) treatment o0 dose levels, ghould have
been . L4 .
i
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